■10-2000 



• 



EP 009907764 



Amended claims (Internationa] Phase) 



L \ An adjuvant composition comprising an immunostimulant adsorbed onto a 
metallii^salt panicle, characterised in that the metallic salt particle is substantially free of 
o±er antfoen and in that the immunostimulant is not a saponin derived fiom the bark of 
Quillaja Sa&pnaria Molina. 

2. Ah adjuvant composition as claimed in claim 1 ? wherein the metallic salt 
prirticle is a salttof aluminium, zinc, calcium. cerium s "diromium, iron, orbcriliutn, 

3. An adjuvant composition as claimed in claim^or 2, wherein the metallic salt 
is a phosphate or hWoxide. 

4. An adjwtot composition as claimed in any one of claims 1 to 3, wherein the 
metallic salt is aluminmm hydroxide or aluminium phosphate. ** ^ 

5. An adjuvant imposition as claimed in any one of cJaiqis^l to 4, wherein the 
irrmunostimulant is monoRhosphoiyl lipid A or a derivative thereof. 

6. An adjuvant composition as claimed iiv-claiin 5, wherein the derivative of 
monophosphoryl lipid A is 3^-Qtafcylated monophosphoiyl lipid A. 

7. An adjuvant compo^ojjas claimed in any one of^claims \ to 4, wherein the 
irnmunostimulant is CpG containing ongonuclcotide- 

8- A process for the manufacture of a vaccine composition comprising the 

admixture of a) an adjuvant composition comprising an immunostimulant adsorbed onto a 
metallic salt particle, characterised in tf^t the metallic salt particle is substantially free of 
ott er antigen, and b) an antigen, 

9. A process for the manufacture W a vaccine composition as claimed tn claim 8, 
chcracterised in that the antigen is adsorbedVnto a metallic salt particle. 

10. A process as claimed in any one oY claims j^or9, wherein the antigen is 
selected from the group comprising: antigens derived from Human Immunodeficiency 
Virus, Varicella Zoster virus, Herpes Simplex Vikis type 1, Herpes Simplex virus type 2 S 
Human cytomegalovirus. Dengue virus, Hepatitis A, B, C or B, Respiratory Syncytial 
vims, human papilloma virus, Influenza virus, Hib, Meningitis virus, Salmonella, 
Neisseria, Boixelia, Chlamydia, Bordetella, Plasmodiub or Toxoplasma, IgE peptides, 
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LHar&l, pollen related antigens; or Tumor associated antigens (TAA), MAGE, BAOE, 
OAGfc, MUC-1, Her-2 neu, LoRH(GnRH), CEA, PSA, KSA, or PRAMR 
11. \ A vaccine composition comprising an adjuvant composition according to 
c laims 1 \o 7, additionally comprising an antigen. 

1 .2. \A vaccine produced according to the process claimed in any one of claims 8 
tc 10. 

1 3- A Vaccine comprising a saponin adsorbed onto a metallic salt particle wherein 

tbc vaccine comprises an antigen, characterised in that the metallic salt particle is 
substantially free Jsf other antigen. 

W. A vacciVe according to claim 1,4, wherein the saponin is QS2 1 . 

li\ A vaccin^coraposition comprising two major populations of complexes, a 

ft st complex comprising (a) an immunostimulant adsorbed onto a metallic salt particle, 
characterised in that said Vetaljic salt particle is substantially free of antigen; and a 
second complex comprisin^/(b) antigen adsorbed onto a metallic salt particle. 



/comprising two major populations of complexes, a 
iimostimulant adsorbed onto a metallic salt particle, 
^particle is substantially free of antigen; and a 

adsorbed onto a metallic salt particle, 
particle is substantially free of monophosphoryl 



16. A vaccine com* 
first complex comprising (t ] 
characterised in that said m rtall} 
second complex comprising 
cturacteriscd in thafsaii 
lipid A, or derivative thereof 

17. A vaccine composition as claimed in claims 15 or 16, wherein the metallic 
salt present in the first and second complexes are identical. 

18 A vaccine composition as claimed in any one of claims 1 5 to J 7, wherei n the 

second complex comprises a plurality of suOrcomplexes, each sub-complex comprising a 
different antigen adsorbed onto a metallic parade. 

19. A vaccine composition as claimed m any one of claimsJL^toJ 8, wherein the 
nwallic saJt is a salt of aluminium, zinc, calcium! cerium, chromium, iron, or berilium. 

20. A vaccine composition as claimed in cVim 19 wherein the metallic salt is a r 
phosphate or hydroxide. 

21- A vaccine composition as claimed in c)axi\ 20 wherein the metallic salt is 

aluminium hydroxide or aluminium phosphate. 
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22. \ A vaccine composition as claimed in any one of claimsJKl^ajid 15 to 21 , 
wherein tta inununostiinulant is 3-de-O-acylated rnonophosphoiyl lipid A. 

23. X vaccine composition as claimed in any one of claims 1 1 to IS. wherein the 
iinmunostimul^nt is CpG. "* — 

24. A vaccine composition as claimed in any one of claims 1 1 to 21, wherein the 
antigen is selected jfrom the group comprising: Human Immunodcficien^ Virus, 
Varicella Zoster vimk Herpes Simplex Virus type 1, Herpes Simplex virus type 2, 
Human i^omegaloviruL Dengue vims, Hepatitis A, B, C or E, Respiratory Syncytial 
vims, human papilloma virus, Influenza virus, Hib f Meningitis vims 9 Salmonella, 
Neisseria, Borrclia, Chlamydia, Bordetella, Plasmodium or Toxoplasma, stanVorth 
decapeptide, Der p I , pollen related antigens; or cancer associated antigens, MAGE» 

B \GE, GAGE, MUC-h Hcr-2 A^u, LnRJH(GnRH), CEA, PSA, tyrosinase, Survivin, 
KSA, orPRAME. 

21 . A vaccine composition aVcJa^cdin-clajm24, wherein the antigen is a 

combination of Hepatitis A antigen to<fHepatitis B antigen. 

2e. A vaccine compos ition Ls emm p^mj^rn 24, wherein the Plasmodium 

antigen is one or more antigens selected from the following group: RTS,S and TRAP. 
28. A vaccine composition as claimed in claim 24 for use in medicine. 

29 Use of vaccine composition as clsnfcp^^ciaim 24, for the manufacture of an 



medicament suitable for the prophylaxis or the tf^atment ofwal, bacterial, parasitic 
infections, allergy, or cancer. 
30 A method of treating a mammal sufFeritite from or susceptible to a pathogenic 

inf=ction, or cancer, or allergy, comprising the administration of a safe and effective 
amount of a vaccine composition according to claim 24: 
3 L A kit comprising two containers, one container having rnonophosphoiyl lipid 

A, or derivative thereof, adsorbed onto a metaDic salt; and the second container having 
antigen adsorbed onto a metallic salt. 
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